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The Examiner of your application in the USPTO has changed. To aid in 
correlating any papers for this application, all further correspondence regarding this 
application should be directed to Examiner Courtney A. Brown. 

Acknowledgement of Receipt/Status of Claims 

This Office Action is in response to the amendment filed December 23, 2008. 
Claims 1,4,5,8,9,12,16,18-20,25,27-29,31,64, and 87-88 are pending in the application. 
Claims 2-3,6-7,10-11,13-15,17,21-24,26,30,32-63, and 65-86 have been cancelled. 
Claims 1 and 64 have been amended. Claims 1,4,5,8,9,12,16,18-20,25,27-29,31,64, 
and 87-88 are being examined for patentability. 

Applicant's arguments, see pages 7-13, filed December 23, 2008, with respect to 
the obviousness-type double patenting rejection of claim(s) 1,4,5,8,9,12,16,18- 
20,25,27-29,31 ,64, and 87-88 have been fully considered and are not persuasive. 
However, upon further consideration, a new ground(s) of rejection has been made in 
this Office Action. 

Rejections not reiterated from the previous Office Action are hereby withdrawn. 
The following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set of rejections and/or objections presently being applied to the 
instant application. 
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Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S. C. 120, 121 , or 365(c) is acknowledged. This Application is a 371 of 
PCT/GB04/04831 filed November 1 1 , 2004 which claims benefit of 60/524,867 filed 
February 10, 2004 and claims benefit of 60/542,866 filed February 10, 2004. 



Information Disclosure Statement 

The Information Disclosure Statements (IDS) submitted on October 5, 2007 and 
December 13, 2007 have been considered by the examiner. 



New Reiection(s) 
Double Patenting 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
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double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1,16,19,25 and 28 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 
1,15,16 and 37 of copending Application No. 10/522,527 in view of Osman et al. (US 
Patent 6,572,873). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the instantly claimed subject matter 
embraces or is embraced co-pending application 10/522,527. 

The copending application recites the same composition: a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent (polidocanol or tetradecyl sulphate) and at least one viscosity 
enhancing agent (glycerol or PVP), the liquid phase having a viscosity between ranging 
from 2cP to 5cP; and the gas phase comprises C02; and wherein the foam has a 
density less than 0.25 g/ml and half life of greater than 90 seconds. The difference 
between the invention of the instant application and that of copending application 
10/522,527 is that the instant invention has a gas phase of at least 90% C02 as 
opposed to having from 0.001 -.8%nitrogen and at lest one other gas chosen from 02 
and C02. However, Osman et al. teach a microfoam wherein the gas used is a mixture 
of carbon dioxide and other physiological gases, particularly containing 3% or more 
carbon dioxide, more preferably from 10 to 90% carbon dioxide, most preferably 30 to 
50% carbon dioxide and other components, preferably oxygen with a minor proportion 
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only of nitrogen being preferred (column 5,lines 59-65). From this extensive overlap of 
subject matter, one of ordinary skill in the art would recognize that the same product is 
taught in copending application 10/522,527. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1 and 19 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1,9,10,13 and 14 
of copending Application No. 10/890,267 in view of Osman et al. (US 6,572,873). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instantly claimed subject matter embraces or is embraced co- 
pending application 10/890,267. 

The copending application recites the same composition: a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent (polidocanol or tetradecyl sulphate) wherein the gas phase comprises 
at least 90% C02; and wherein the foam has a density less than 0.25 g/ml and half life 
of greater than 90 seconds. The difference between the invention of the instant 
applicant and copending Application 10/890,267 is that the instant invention uses a 
viscosity agent. However, Osman et al. teach the use of a viscosity agent, glycerol, in a 
microfoam composition that comprises polidocanol and C02 (column 14, Iines5-12). 
From this extensive overlap of subject matter, one of ordinary skill in the art would 
recognize that the same product is taught in copending application 10/890,267. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1,16 and 19 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1,7,9 and15-17 
of copending Application No. 11/128,265 in view of Osman et al. (US Patent 6,572,873). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the instantly claimed subject matter embraces or is embraced co- 
pending application 11/128,265. 

The copending application recites the same composition: a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent (polidocanol or tetradecyl sulphate) and at least one viscosity 
enhancing agent (glycerol or PVP), the liquid phase having a viscosity between ranging 
from 2cP to 5cP; and the gas phase comprises C02; and wherein the foam has a 
density less than 0.25 g/ml and half life of greater than 90 seconds. The difference 
between the invention of the instant application and of copending application 
1 1/128,265 is that the instant invention has a gas phase of at least 90% C02 as 
opposed to having from 0.001 -.8% nitrogen gas, xenon gas in an amount greater than 
5% and at lest one other gas chosen from 02 and C02. However, Osman et al. teach a 
microfoam composition wherein the gas used is a mixture of carbon dioxide and other 
physiological gases, particularly containing 3% or more carbon dioxide, more preferably 
from 10 to 90% carbon dioxide, most preferably 30 to 50% carbon dioxide and other 
components, preferably oxygen with a minor proportion only of nitrogen being preferred 
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(column 5,lines 59-65). It would have been obvious to one of ordinary skill in the art to 
use xenon gas in an amount greater than 5% because the solubility of Xenon at STP is 
7.9 and would therefore disperse in blood like oxygen and carbon dioxide (see column 
2, Tabble 1 , lines 40-49 of Osman et al.) . From this extensive overlap of subject 
matter, one of ordinary skill in the art would recognize that the same product is taught in 
copending application 11/128,265. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1,16 and 19 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1,2,7,8,16 and 
17 of copending Application No. 11/914,190 in view of Osman et al. (US Patent 
6,572,873). Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the instantly claimed subject matter embraces or is 
embraced co-pending application 11/914,190. 

The copending application recites the same composition: a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent (polidocanol or tetradecyl sulphate) and at least one viscosity 
enhancing agent (glycerol or PVP) ;the gas phase comprises C02 wherein the foam 
has a density less than 0.25 g/ml and half life of greater than 90 seconds. The 
difference between the invention of the instant application and of copending application 
1 1/914,190 is that the instant invention has a gas phase of at least 90% C02 as 
opposed to having from 0.001 -.8% nitrogen gas, xenon gas in an amount greater than 



Application/Control Number: 10/522,525 Page 8 

Art Unit: 1616 

5% and at lest one other gas chosen from 02 and C02. However, Osman et al. teach a 
microfoam wherein the gas used is a mixture of carbon dioxide and other physiological 
gases, particularly containing 3% or more carbon dioxide, more preferably from 10 to 
90% carbon dioxide, most preferably 30 to 50% carbon dioxide and other components, 
preferably oxygen with a minor proportion only of nitrogen being preferred (column 
5, lines 59-65). It would be obvious to one of ordinary skill in the art to use xenon gas in 
an amount greater than 5% the solubility of Xenon at STP is 7.9 and would therefore 
disperse in blood just like nitrogen, carbon dioxide, and oxygen (see column 2, Table 1, 
lines 40-49 of Osman et al.). From this extensive overlap of subject matter, one of 
ordinary skill in the art would recognize that the same product is taught in copending 
application 11/914,190. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1,16,19,25 and 28 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 
61,64 and 68-70 of copending Application No. 1 1/225,860 in view of Osman et al. (US 
Patent 6,572,873). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the instantly claimed subject matter 
embraces or is embraced co-pending application 11/225,860. 

The copending application recites the same composition; a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent (polidocanol or tetradecyl sulphate) wherein the gas phase comprises 
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C02; and wherein the foam has a density less than 0.25 g/ml and half life of greater 
than 90 seconds. The difference between the invention of the instant applicant and 
copending Application 1 1/225,860 is that the instant invention uses a viscosity agent. 
However, Osman et al. teach the use of a viscosity agent, glycerol, in a microfoam 
composition (column 14, Iines5-12) that comprises polidocanol and C02. From this 
extensive overlap of subject matter, one of ordinary skill in the art would recognize that 
the same product is taught in copending application 1 1/225,860. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Examiner's Response to Applicant's Remarks 

Applicant's arguments, filed December 23, 2008, with respect to the 
obviousness-type double patenting rejection(s) of claims 1,4,5,8,9,12,16,18-20,25,27- 
29,31 ,64, and 87-88 have been considered but are moot in view of the new ground(s) of 
rejection. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the 
prior art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1,4,5,8,9,12,16,18-20,25,27-29,31,64, and 87-88 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Osman et al. (US Patent 6,572,873 
B1). 
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Applicant's Invention 

Applicant claims a foam comprising a liquid phase and a gas phase wherein the 
liquid phase comprises at least one sclerosing agent and at least one viscosity 
enhancing agent, the liquid phase having a viscosity between ranging from 2cP to 5cP; 
and the gas phase comprises at least 90% C02; and wherein the foam has a density 
less than 0.25 g/ml and half life of greater than 90 seconds. 

Determination of the scope and the content of the prior art 
(MPEP 2141.01) 

Osman et al. teach a microfoam comprising a physiologically acceptable gas that 
is dispersible in the blood and an aqueous sclerosant liquid wherein the sclerosant is 
aqueous polidocanol, the concentration of polidocanol being from 0.5 to 4% vol/vol in 
the liquid (see column 5, lines 59 to 65 and column 6, lines 13-18). Foams taught 
contain glycerol, which is a viscosity enhancing agent (column 6, lines 36-40), which 
inherently produces a viscosity of the liquid phase between 2 cP and 5 cP since it is the 
same viscosity agent that Applicant uses. At worst, one skilled may need to vary the 
amount of glycerol but the problem is discussed in Osman et al. so it would be obvious 
to vary. Addition of the glycerol to the composition imparts a longer half -life to the 
resulting foam (column 13, lines 15-16). The foam density preferred by Osman et al. is 
between 0.07 g/ml and 0.19 g/ml (less than 0.25 g/ml) with a half life of at least 2 
minutes (greater than 90 sec) (see column 5, lines 5-6). The foam gas may be C02 and 
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can range from 10 to 90% (see column 5, lines 59-65). Osman et al. provide a method 
for producing said microfoam characterized in that it comprises passing a mixture of a 
physiologically acceptable blood dispersible gas and an aqueous sclerosant liquid 
through one or more passages having at least one cross-sectional dimension or from 
0.1 to 30 urn (column 4, line 64 bridging to column 5, lines 1-6). Preferably the 
microfoam is such that 50% of more by number of its gas bubbles of 25 urn diameter 
and over are no more than 200 urn diameter and the gas/liquid ratio in the mix is 
controlled such that the density of the microfoam is 0.09 g/mL to 0.16 g/mL, more 
preferably 0.11 g/mL to 0.14 g/mL (column 5, lines 9-11). Advantageously and 
preferably the method provides a foam characterized in that at least 50% by number of 
its gas bubbles of 25 urn diameter and over are of no more than 1 30-1 50 urn diameter, 
more preferably at least 95% of these gas bubbles by number are of no more than 250- 
280 urn diameter (column 5, lines 25-33). When a canister device is used, it is sized 
such the amount of gas under pressure in such canisters should be sufficient to produce 
enough foam to fill, at least one varicosed human saphenous vein (column 1 1 , lines 27- 
33). 



Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 
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The difference between the instant invention and Osman et al. is that Osman 
et al. does not exemplify a composition in which the gas phase comprises at least 90% 
C02. 

Finding of prima facie obviousness 
Rationale and Motivation (MPEP 2142-2143) 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the teaching of the cited reference to arrive at a foam comprising a 
liquid phase and a gas phase wherein the liquid phase comprises at least one 
sclerosing agent and at least one viscosity enhancing agent, the liquid phase having a 
viscosity between ranging from 2cP to 5cP; and the gas phase comprises at least 90% 
C02. Osman et al., on column 5, lines 61-62, teach a preference for a C02 content of 
10 to 90%. The instantly claimed invention would have therefore been obvious to one 
of ordinary skill in the art at the time of the invention because Osman et al. teaches that 
a C02 content of 90% may be used. 

All the claimed elements were known in the prior art and one skilled in the art 
could have combined the elements as claimed by known methods with no change in 
their respective functions, and the combination would have yielded predictable results to 
one of ordinary skill in the art at the time of the invention. 
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Therefore, the claimed invention as a whole would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made because 
every element of the invention has been fairly suggested by the cited reference. 



Response to Arguments 

Applicant's arguments filed on November 23, 2008 have been fully considered 
but they are not persuasive. Applicant argues that, as discussed in the interview on 
December 19,2008, claims 1, 4, 5, 8, 9, 12, 16, 18-20, 25, 27-29, 31, 64, and 87-88 are 
not obvious under 35 U.S.C. § 103 in view of Osman et al. WO 00/72821 (International 
Application Published Under the PCT, Published 12/07/2000). Applicant argues that 
the Osman et al. reference cannot form the basis of a prima facie case of obviousness 
because it does not teach or suggest all the claim limitations. Specifically, Applicant 
argues that Osman et al. is silent as to the viscosity of the liquid phase of the foam and 
fails to suggest that the viscosity of the liquid phase is related in any way to desirable 
foam. Applicant points to the fact that Osman et al. may disclose the use of glycerol , 
which is one of the viscosity enhancing agents of instant claim 16, as a means of 
"stabilizing" a foam, but there is no teaching of a desired foam resulting from a specific 
viscosity of the liquid phase and no suggestion of the viscosity range claimed. 
However, the Examiner disagrees because Osman et al., as Applicant pointed out, do 
teach foams containing glycerol, which is a viscosity enhancing agent (column 6, lines 
36-40), which inherently produces a viscosity of the liquid phase between 2 cP and 5 cP 



Application/Control Number: 10/522,525 Page 15 

Art Unit: 1616 

since it is the same viscosity agent that Applicant uses. The Examiner wants to point to 
the fact that a composition that consists of the same components (i.e. glycerol) will 
possess the same properties and therefore lead to identical, desired results. Products of 
identical chemical composition can not have mutually exclusive properties." A chemical 
composition and its properties are inseparable. Therefore, if the prior art teaches the 
identical chemical component, the properties applicant discloses and/or claims are 
necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658(Fed. Cir. 
1 990). Applicant further argues that the claimed invention is not obvious in view of 
Osman because there is no suggestion or motivation in the prior art to combine the 
claimed limitations. In response to applicant's argument that there is no suggestion to 
combine the references, the examiner recognizes that obviousness can only be 
established by combining or modifying the teachings of the prior art to produce the 
claimed invention where there is some teaching, suggestion, or motivation to do so 
found either in the references themselves or in the knowledge generally available to one 
of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 
1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, 
Osman et al. teach foams containing glycerol, which is a viscosity enhancing agent 
(column 6, lines 36-40), which inherently produces a viscosity of the liquid phase 
between 2 cP and 5 cP since it is the same viscosity agent that Applicant uses. At 
worst, one skilled may need to vary the amount of glycerol but the problem is discussed 
in Osman et al. so it would be obvious to vary. Addition of the glycerol to the 
composition imparts a longer half -life to the resulting foam (column 13, lines 15-16). 
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The foam density preferred by Osman et al. is between 0.07 g/ml and 0.19 g/ml (less 
than 0.25 g/ml) with a half life of at least 2 minutes (greater than 90 sec) (see column 5, 
lines 5-6). The foam gas may be C02 and can range from 10 to 90% (see column 5, 
lines 59-65). 

Therefore, the claimed invention as a whole would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made because 
every element of the invention has been fairly suggested by the cited reference. 



The claims remain rejected. 



Conclusion 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through Private PAIR 
Only. For more information about the PAIR system, see http://pair-direct.uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the Electron 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
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examiner should be directed to Examiner Courtney Brown, whose telephone number is 
571-270-3284. The examiner can normally be reached on Monday-Friday from 8 am 
to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Courtney A. Brown 
Patent Examiner 
Technology Center! 600 
Group Art Unit 1616 

/Johann R. Richter/ 

Supervisory Patent Examiner, Art Unit 1616 



